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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: Claim 1 3 
states, "wherein a head square area of at least one of the trials differ form a head 
square area of at least one other of the trials." The examiner is unable find this 
language and a description of the meaning of this language in the specification. The 
examiner believes the applicant is describing that each device has a different head 
thickness and therefore has a different head square area because of this difference in 
thickness. However, the applicant states in claim 14 that two devices with substantially 
the same head thickness have different head square areas. The examiner is unable to 
find any support for this claim in the specification. The only dimension the applicant 
discusses changing with regards to the head portions of the devices is the thickness. 
Therefore, if the thickness is substantially the same and no other dimensions are 
disclosed to be different, then the examiner believes the square are would also be 
substantially the same. Regarding claim 13, the examiner is going to understand claim 
13 to mean that the change in thickness between the different head portions of the 
device create the different square areas for the head portions for the devices for 
examination purposes. Appropriate correction is required. 

Claim Objections 

2. Claim 14 is objected to because of the following informalities: in line 5 the word 
at is misspelled. Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-4 and 10-15 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Foley (U.S. Patent 7,063,725 B2). 

Regarding priority for claims 1-20, the examiner believes the claims are 
supported in application 10/688,632 filed on 10/17/2003, but the claims are not 
supported in application 10/382,702 filed on 03/06/2003. Therefore, for examination the 
claims will have a priority date of 10/1712003. Regarding claim 1 , Foley discloses a 
device comprising a shaft that includes a handle and a head disposed at a distal end of 
the shaft. The head includes a first surface and a second surface that are spaced apart 
by a distance (see Figure 1 below). Regarding claim 2, Foley discloses a device 
wherein the first surface has a generally oval footprint area and the second surface also 
includes an area. Regarding claim 3, Foley discloses a device wherein at least one of 
the first surface includes a substantially convex area or the second surface includes a 
substantially flat area. Regarding claim 4, Foley discloses a device wherein at least one 
of the first surface is tapered towards the distal end or the second surface is tapered 
towards the distal end. Regarding claim 10, Foley discloses a set of devices wherein 
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each device comprises a shaft having a handle at a proximal end and a head disposed 
at a distal end of the shaft. The head includes a first surface and a second surface that 
are spaced apart. Foley further discloses the set of devices have head portions that 
differ in size (column 18 lines 42-55). Regarding claims 11 and 12, Foley discloses a set 
of devices wherein the heads of the devices differ in thickness by about 1 mm (column 7 
lines 3-7). Regarding claim, Foley discloses a set of devices wherein a square area of 
the head portions is different between the devices. Since Foley discloses a set of 
devices that have different thickness the devices also have a square area that is 
different. Regarding claim 15, Foley discloses a set of device further including one or 
more disc replacement devices (column 18 lines 42-55). Regarding claim 16, Foley 
discloses a method of using a device as discussed above comprising the steps of 
inserting a first trial into one of the intervertebral disc spaces to facilitate at least some 
distraction of the vertebral bones in a direction along a longitudinal axis and inserting a 
second trial into the intervertebral disc space to facilitate at least some further 
distraction of the vertebral bones along the longitudinal axis, where the second trial has 
a larger head thickness, measured substantially from the first surface to the second 
surface, than that of the first trial (column 19 lines 22-33). Regarding claims 17-20, 
Foley discloses a device that can be inherently used by a method as discussed above 
further including the steps of levering the handle of at least one of the first and second 
trials to facilitate the distraction of the vertebral bones (claim 17), repeating the insertion 
of further trials having a larger and larger head thickness to facilitate the distraction of 
the vertebral bones to a target distance (claim 18), wherein the target distance is one 
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that substantially maximizes the intervertebral space while substantially preserving an 
annulus and ligaments associated with the vertebral bones (claim 19), and inserting an 
intervertebral disc replacement device into the intervertebral space after it has been 
distracted to the target distance. 

Figure 1 



Head Portion 



First Surface 




Second Surface 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Foley 
(U.S. Patent 7,063,725 B2). 

Regarding claim 5, Foley discloses a device wherein the head portion of the 
device includes a first surface and a second surface as discussed above. Foley 
discloses the first and second surfaces of the head portion can be tapered at an angle. 
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Foley fails to disclose the first surface of the head portion to be tapered at an angle of 
about 5 degrees and the second surface of the head portion to be tapered at an angle 
of about 4 degrees. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to manufacture the head portion of the device of Foley 
with a first surface tapered at an angle of about 5 degrees and the second surface 
tapered at an angle of about 4 degrees, since it has been held that discovering an 
optimum value of a result effective variable involves only routine skill in the art. In re 
Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

7. Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Foley (U.S. Patent 7,063,725 B2) in view of Michelson (U.S. Publication 2003/0135279). 

Regarding claim 7, Foley discloses the invention as claimed as discussed above 
except for the device further comprising a stop member. Michelson discloses a device 
wherein an the device includes a shaft with a handle and a head portion further 
including a stop member (claim 7) that extends transversely at an anterior end of the 
head portion (claims 8 and 9) in order to prevent over penetration of the device 
(paragraph 88). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to manufacture the device of Foley to further include a 
stop member in view of Michelson in order to prevent over penetration of the device. 

Allowable Subject Matter 

8. Claim 6 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 
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Conclusion 



9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 for cited references the examiner felt were relevant 
to the application. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nicholas Woodall whose telephone number is 571-272- 
5204. The examiner can normally be reached on Monday to Friday 8:00 to 5:30 EST.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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